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How Long to Treat in HIV/HCV GT 1 
Coinfected Patients ?
• Background:

─ Peg‐IFN plus ribavirin therapy for 48 weeks is currently 
recommended for HIV/HCV coinfected patients in the 
AASLD practice guidelines 1

─ In the EACS hepatitis  guidelines 72 weeks of treatment 
with Peg‐IFN plus ribavirin are recommended for GT1 
patients not achieving RVR but do have at least a 2log 
drop in HCV‐RNA at week 12²

1 Ghany MG al. AASLD Practice Guidelines Hepatology 2009;49:1335‐74
2 Rockstroh  J et al. HIV Medicine 2008;9:82‐88



Study Design

• A phase IV open label, randomized (1:1), multicenter 
(17 centers in Brazil), parallel group study

48 week group: n=90

Peginterferon alfa‐2a (40KD) 
180 µg/week + ribavirin* Follow up

72 week group: n=90

Peginterferon alfa‐2a (40KD) 180 µg/week + ribavirin* Follow up

Barone AA et al. AASLD 2010;#83

*Ribavirin dose 1000 mg/day (<75 kg body weight) or 1200 mg/day (≥75 kg body weight)
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Weeks

Patient Disposition

48 week group 72 week group

Safety Population 82 86

• Safety population: all patients that received at least one dose of the study 
medication, including protocol violators

• ITT population: all genotype 1 patients that received at least one dose of 
the study medication 

ITT Population 80 85

Per protocol population 77 79

• Per protocol population: all patients who completed the study excluding 
protocol violators

Barone AA et al. AASLD 2010;#83



Baseline Characteristics (ITT)
48 week group

(n=80)
72 week group

(n=85)

Mean age 
M l (%)

42
49 (61)

42
69(69)Male, n (%)

Race, n (%)
Caucasian/White
Other

Mean weight, kg

49 (61)

28(35)
52(65)
68

69(69)

35(41)
50(59)
69

Mean HCV RNA, log10 IU/mL
HCV RNA ≥800,000 IU/mL, n (%)
Cirrhotic (F3/F4), n (%)
ALT quotient, n (%)

6.6
60(77)
11(14)

( )

6.6
61(73)
16(20)

( )
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>1‐2
>2‐5
>5

39(51)
19(25)
1(1)

38(48)
22(28)
2(3)

HIV RNA undetectable, n (%)
CD4 >350 cells/mm3, n (%)
HAART baseline, n(%)

64(79)
61(78)
69(86)

60(70)
57(70)
63(74)

Virologic Response Rates (HCV RNA <50 IU/mL) 
24 Weeks Post End-of-Treatment (SVR)

ITT Population
T t t diff 10%

Per Protocol Population
T t t diff 16%
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* SVR = sustained virologic response, defined as undetectable (<50  IU/mL) HCV RNA as measured by the Roche COBAS AMPLICOR HCV Test 
at 24 weeks post‐completion of the treatment period
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Treatment Outcomes

48 Week (n=80)

72 Week (n=85)
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EOT = end of treatment. 
SVR = sustained virologic response, defined as undetectable (<50  IU/mL) HCV RNA as measured by the Roche COBAS AMPLICOR HCV Test 
at 24 weeks post‐completion of the treatment period

0

EOT SVR Relapse

ITT Population

0

EOT SVR Relapse

Per Protocol Population

Outcomes in Patients with Undetectable 
HCV RNA at End of Treatment (ITT)

48 weeks EOT

SVR

N=18/38 (47%)

n=38/80 (48%)

n=37/85 (44%)

72 weeks EOT

Relapse

N=20/38 (53%)

N=28/37 (76%)

N=9/37 (24%)

Relapse

SVR
p=0.0175
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Similar results in the per protocol population, without SVR: 48 weeks 51%; 72 weeks 22%; p=0.0150

N=9/37 (24%)

Relapse 24 weeks after end of therapy was significantly higher in 
the 48 week group versus the 72 week group



Key Safety Data*

n (%)
48 week group

(n=82)
72 week group

(n=86)

All body systemsAll body systems
Total patients with ≥1 AE
Total patients with ≥1 SAE
Total number of SAEs

80 (98)
7 (9)
11

82 (95)
12 (14)
15

Deaths 0 0

Dose reduction due to AE
Peg‐IFN dose reductions 10/76 (13) 12/82 (16)

Barone AA et al. AASLD 2010;#83

* Safety population

Peg IFN dose reductions
Ribavirin dose reductions

Total withdrawals
Withdrawal due to AE

10/76 (13)
21/76 (28)
15 (18)
7 (9)

12/82 (16)
15/82 (18)
27 (31)
5 (6)
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